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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Art Unit: 1657 

The amendment received 2/6/08 has been entered and claims 1, 3-7, 12-14, 19- 
24, 28-30 are considered here. Claims 31-42 are withdrawn from consideration. 

Applicants have newly added the limitation to the claims that the detecting of 
binding is performed by Western blot or mass spec. In view of the amendments to the 
claims and arguments presented, the rejection of record under 35 USC 102(b) is hereby 
withdrawn. However a new rejection is made under 35 USC 103(a) in response to the 
newly added limitations to the claims including two references cited previously by 
applicants. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 1,3-7, 12-14, 19-24, 28-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the combination of Young in view of each of T'Jampens and 
Khandekar. 

Young (J of Biological Chemistry) entitled "Pyridinyl Imidazole Inhibitors of p38 
Mitogen Activated Protein Kinase Bind in the ATP Site" teaches on page 121 18 column 
1 , a test inhibitor, SB203580, and p38 kinase were incubated with FSBA and ATP to 
determine the kinase inhibitory activity of SB203580. The FSBA is an ATP analogue 
that covalently modifies the kinase at lysine 72 and precludes ATP binding. On page 
1 21 1 9 Fig. 3 shows the effect of FSBA on the binding of SB203580 to p38 kinase. 

The claims as amended differ from Young in that they include the limitation of 
using a method of Western blot or mass spec to determine binding of the kinase and 
analyte. 

T'Jampens (FEBS Letters) entitled "Selected BTB/POZ Kelch Proteins Bind ATP" 
teaches on page 22 first column determining binding of FSBA and ATP by Western blot 
analysis. 

Khandekar (J of Biomolecular Screening) entitled "A Liquid 
Chromatography/Mass Spec Based Method for the Selection of ATP Competitive 
Kinase Inhibitors" teaches in the abstract, a GC/MS method to monitor binding of ATP 
kinase inhibitors using FSBA. 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to determine binding in the method of Young who teaches a radiolabeled 
kinase assay by either Western blot as taught by T'Jampens or by GC/MS as taught by 
Khandekar because all three are well known methods of determining binding and to 
employ the methods of T'Jampens or Khandekar for their art recognized function with 
the expected result would have a high expectation of success. To substitute one well 
known method of determining binding, such as radiolabeling, with other well known 
methods of determining binding such as Western blot or GC/MS, would have been 
obvious and is commonly performed in the enzyme assay art. No unexpected results 
are seen. 

Claims 1, 3-4, 6-7, 12-14, 20, 22-24, 28-29 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling for biotinylated FSBA, 
does not reasonably provide enablement for "an analyte". The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

In claim 1 and all occurrences the terms "an analyte" lack enablement as it would 
require one of ordinary skill in this art undue experimentation to determine which such 
analyte would work in the instant invention. 
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The entire scope of the claims has not been enabled because: 

1 . Quantity of experimentation necessary would be undue because of the large 
proportion of inoperative compounds claimed. 

2. Amount of direction or guidance presented is insufficient to predict which substances 
encompassed by the claims would work. 

3. Presence of working examples are only for biotinylated FSBA and extension to other 
compounds has not been specifically taught or suggested. 

4. The nature of the invention is complex and unpredictable. 

5. State of the prior art indicates that most related substances are not effective for the 
claimed functions. 

6. Level of predictability of the art is very unpredictable. 

7. Breadth of the claims encompasses an innumerable number of compounds. 

8. The level of one of ordinary skill in this art is variable. 

In re Wands, 858 F.2d 731, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) 

Applicant's arguments filed 2/6/08 have been fully considered but they are not 
persuasive. 

Applicants argue that undue experimentation would not be required to determine 
the analyte. 
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It is the examiners position that in the present instance, the claimed 
invention encompasses a veritable plethora of possible compounds 
of diverse structure and type and the use thereof as an analyte 
for binding to kinases. The inadequate disclosure coupled with a 
lack of representative examples and the art recognized 
unpredictability with respect to the effects of bioactivity of 
making even subtle changes to the chemical structure of the 
underlying compounds, thus preclude the making and use of 
compounds within the scope of the presently claimed invention by 
the skilled artisan without undue experimentation. 

Claims 1,3-7, 12-14, 19-24, 28-30 are rejected under 35 U.S.C. § 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Each of the following applies in 
all occurrences. 

In claim 1(a) "capable of binding" may be more positively stated as "which binds". 
Method claim 1 is incomplete where there is no step to accomplish the preamble. 
Standard method steps may include determining and correlating where the independent 
claims do not specify what Western blot or mass spec are used for. Claim 22 may have 
a typo. 

The title of the invention is not aptly descriptive. A new title is required that is 
clearly indicative of the invention to which the claims are directed. 
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The Abstract of the Disclosure is objected to because it does not contain FSBA. 
Correction is required. See M.P.E.P. § 608.01(b). 



Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ralph Gitomer whose telephone number is (571) 272- 
0916. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ralph Gitomer/ 

Primary Examiner, Art Unit 1657 



Ralph Gitomer 
Primary Examiner 
Art Unit 1657 



